
QuickLase Limited.
18 Dover Street,
Canterbury CT1 3HD
United Kingdom
Tel:  0044 1227 80009
www.quicklase.com

EECC  DDeeccllaarr aatt iioonn  ooff   CCoonnffoorr mmii ttyy
Document Number: QWLASER_01

We QuickLase Ltd at the above address declare that the products detailed below are in compliance with
the requirements of the 93/42/EEC as amended by 2007/47/EC.

Equipment description     Dental Diode Laser System for Soft Tissue Management System
Make/Brand                  QuickLase
Models QWLASERX  where X=3,5,8,10 , other 

QWLASER10 Dual
MDD Classification IIA
Laser Classification Class IV
Notified Body: Intertek AMTAC Certification Services Limited

Davy Avenue
Knowlhill
Milton Keynes MK5 8NL, UK
Tel. 0044 908 857 750

Certificate Number 941 CE

Compliance has been demonstrated by an assessment with respect to the essential requirements set out
in Annex I of Directive and by reference to the following harmonised standards

·  EN 60601-1:2006 Medical electrical equipment — Part 1: General requirements for basic
safety and essential performance

·  EN 60601-2-22:1996 Medical electrical equipment. Particular requirements for safety.
Specification for diagnostic and therapeutic laser equipment

·  EN60601-1-2: 2007 Medical Electrical Equipment – Electromagnetic Compatibility
·  EN60825-1:2007 Safety of laser products. Equipment classification and requirements

Technical documentation for the product is retained by the Manufacturer at the above address.

Canterbury, March 2010

Fadi Nahab
Sales Manager
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QuickLase Limited.
18 Dover Street,
Canterbury CT1 3HD
United Kingdom
Tel:  0044 1227 80009
www.quicklase.com

FDA DDeeccllaarr aatt iioonn

We QuickLase Ltd at the above address declare that the products detailed below are in compliance with
the requirements of the  FDA 510(k) , see attached.

Technical documentation for the product is retained by the Manufacturer at the above address.

Canterbury, March 2010

Fadi Nahab
Sales Manager

510k
K100474




